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Re: Section 6 Notification for ProXeed Dietary Supplement 

To Whom It May Concern: 

We are submitting this notification on behalf of our client, Signa-Tau 
Pharmaceuticals, Inc. of Gaithersburg, Maryland, pursuant to section 403(r)(6) of 
the Federal Food, Drug, and Cosmetic Act (FFDCA). This notification letter 
contains the following information that is requested under 21 C.F.R. 3 101.93(a). 

Name and Address of the Distributor: 

Sigma-Tau Pharmaceuticals, Inc. 
800 South Frederick Avenue, Suite 300 
Gaithersburg, Maryland 20877 

Text of the Statements: 

Proven to optimize sperm quality. 
There is something a potential father can do to promote good 
reproductive health. 
In numerous clinical trials, the ingredients in ProXeed have 
been shown to safely provide the nourishment that’s so vital 
for sperm maturation and the development of optimal sperm 
quality. 
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Name of the Dietary Ingredients in the Product: 

L-carnitine fumarate 
Acetyl-L-carnitine HCI 

Brand name of the Dietary Supplement: 

Sigma-Tau ProXeedTM Dietary Supplement 

W e  certify that the information in this notice is complete and accurate 
and that the company has information that the statement is truthful and not 
m isleading. 

Sincerely, 

HOGAN & HARTSON L.L.P. 

BY 

Attorney for Sigma-Tau 
Pharmaceuticals, Inc. 
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